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| Thanh phan: M&i vién nén a4t 4m dao chira 500 mg Metronidazole. |
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Rx-Prescription Medicine Hép 1 vix 10 vién

Entizol® |

| b Vaginal tablets/ Vién nén dat &m dao

O8p Wg Jép Ueu

Indications, administrations, contraindicat =1
Please read the enclosed leaflet carefully before use. Keep out of the reach of children. ‘ ‘

Store below 30°C, at dry and cool place, y
protect from light. Entml‘m
Vaginal £ n nén dit 4m dao

s and other information: See enclosed leaflet. N
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HUONG DAN SU DUNG

Rx - Thuéde ké don

Thude nay chi ding theo don ciia bic sy. Poc ki hiwong dan siv dung trieée khi ding. Néu
can thém thong tin xin héi Y kién bic sy.

o Hay giit lai hedng ddn suw dung nay. Ban cé thé can xem lai sau nay.
‘e Thuéc nay diege ké don danh riéng cho ban. Khéng duoc cho nguoi khdc si dung. Thuoc
J co thé gdy hai cho ho di cac triéu chitng bénh cua ho co gr'é'ng ban.

Entizol
Vién nén dat &m dao 500 mg

Thanh phan:
Moi vién nén dat am dao chura:

Hoat chdt: Metronidazol 500 mg i

T'a dwoc: Microcrystallin cellulose. povidon. crospovidon. colloidal silica khan, acid stearic.

Mo ta

Vién nén hinh thudn. hai mat 16i, mau trang hoac hoi vang.

Duwgc hoe (D’[ {N
S

Duoc liec hoc: ) ) 5 . ) =
Nhom diéu tri: Thuoc chong nhiém khuan phu khoa, ddn xuat Imidazol.
Ma ATC: GO1AFO01

Metronidazol la dan xuét S—nitroimidazol ¢6 hoat tinh chdng protozoa va khang khuén. /

Co ché ide dung: 2 \
Metronidazol dé dang xam nhdp vao sinh vat don bao. protozoa va vi khuan, va khong xam
nhap vao ¢ bao dong vit ¢6 vi. Tinh oxi hoa khir cia metronidazol thap hon ferrodoxin, mét
loai protein vdn chuyén electron. Loai protein nay co trong cac sinh vat ky khi va co luong
oxi thap. Do khac nhau vé tinh oxi hoa khir nay nén dan dén sw khir hoa nhém nitro cua
metronidazol. Dang khu hoa cua metronidazol s& lam gdy chudi ADN trong cac sinh vt do.
Metronidazol hoat tinh trén céac protozoa sau day: Trichomonas vaginalis, Giardia lamblia,
Lntamoeba histolytica va Balantidinm coli.

N6 cling thé hién hoat tinh diét khuan manh d01 voi cic vi khuan ky khi sau:

- Bacilli gram dm: Chung Bacteroides bao gom nhom Bacteroides fragilis (B. fragilis, B
distasonis, B. ovatus, B. thetaiotaomicron, B. vulgatus), Fusobacterium species.

- Bacilli gram dwong: Eubacterium, Clostridium.

- Cocci gram duong: Pepmcoccu.s species, Pepmslrcp!ococcm species.

Metronidazol hoat tinh trén in vivo déi v6i cac vi khudn duong dam dao sau ddy: Gardnerella
vaginalis, Bacteroides species, va Mycoplusma honinis.

f)u‘o'c dong hoc:

Hap thu
Khoang 20% liéu dung dat am dao (500 mg) dugc hdp thu vao vong tuan hoan va ndng do
trong huyel twong dat duge 1d 12% so voi nong dé dat duoc sau khi dung liéu 500 mg dudng
uong. '\on;: dé dinh trong huy & trong Cyay 1.89 mg/l dat duge sau T 20 g10.
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Phan b

{t hon 20% metronidazol gan voi protein,

Metronidazol phén bo vao hau hét cac md va dich co the, gbm mat, xuong, nude bot. dich
mang bung, dich tiét 4m dao, tinh dich, dich ndo tiy, nio v a gan. Thube qua hang rao nhau
thai va tiét qua sita me véi ndng do tuong tu noéng do trong huyét twong,

Nira dori cua metronidazol (T 5) & ngudi 1én ¢6 chitc ndng thdn va gan binh thuong la § gio. O
bénh nhan suy gan, nira ddi metronidazol ¢6 thé dai hon.

Chuyeén hoa \

30 — 60% metronidazo! ding duomg udng duge chuyén hoa o gan bang hydroxyl hda. oxi héa
v3 1ién hop véi acid glucuronic. Chat chuyén hoda chinh 2-hydroxy metronidazol cling thé hién
hoat tinh khang khudn va chdng protozoa.

Thai tror

Metronidazol va chét chuyén héa duge dao thai chu yéu qua than 60-80%. Trong khi do chi 6-
15% liéu dang thai trir qua phéan. Dé thanh thai thin cua thude la 70-100 ml/phat. Nuée tiéu
¢6 thé ¢6 mau t6i hode ndu o6 do cic chit ¢6 mau tan trong nudce 1a san phadm sinh ra tur
chuyén hoa thude.

Cac dir litu han ché cfing cho thiy kha nang giam thai trir metronidazo! qua than & ngudi cao
tudi.

Metronidazol ¢é thé loai duoc bang tham taich mau nhung néu loai bang thim tach mang bung
sé khong c¢6 hiéu qua,

—
Chi dinh: (DT
Vién nén dat am dao Entizol 500 me dugc chi dinh diéu tri cdc bénh khu tru sau: -
» Bénh do lrichomonas nhu 7richomaonas vaginalis,
s Nhiém khuan am dao do Gardnerella vaginalis, Bacteroides spp., Mycoplasma hominis. i
Liéu lwgng va cach ding: ,.

Nguoi 1én va thanh thiéu nién: dat am dao 1 vién 500 mg vao budi t6i Lrong 10 ngay,

Trude khi dat vao am dao, ¢6 thé lam 4m nhe vién bang nudc soi dé ngudi. Khdng duoe ding
thude du dang trong thot ky kinh nguyét.

Chi y: Diéu tri nhiém Trichomonas duoce thue hién ddng thoi o ca déi tgng nam va ni, do
nhiém Irichomonas & nam khong o tri€u chung va la ngudn 1dy phd blen cho tai nhigm & déi NF
trong nit. Trong trudmg hop nhiém khudn am dao, nhin chung khong cin didu tri dbng thoi

pAl

cho déi tugng nam, T

Chéng ¢hi dinh: 23

e Man cam voi metronidazol, & duge cua san pham hay bét kv dan xudt S-nitroimidazol -
nao.

» Mang thai 3 thang dau.

Khuyén cdo die bigt va thin trony:
Dang thube than trong trong ¢ac trudng hop sau:
e Suy gan ning (0 cic bénh nhin nay metronidazol chuyén hoa cham, do vay ¢d thé gay
tich Ity thude va tich lGiy chit chuyén héa cua thude trong ¢o thé).
* Bong Kinh hodc cac bénh thin kinh khac (sau khi ding metronidazo! toan than. bénh Iv
than kinh va co giat da duge quan sat thd))
e Giam bach cdu hodc t1cn str glam bach cau (trong thoi gian sir dung vién nén dat am dao,

tinh trang giam bach cau ¢é thé xudt hién hodc ning thém, diac biét khi ding nhac lai hay
kéo dai).

Khi dang diéu tri metronidazol ddi khi ¢6 thé xuat hién viém ¢6 tr cung holic 4m dao do ndm.
khi d6 can dung thude tri ndm phu hop.
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Khi dang didu tri metronidazol va it nhat | ngay sau khi dimg didu tri, khong duge ding con
do ¢6 the pay tac dung phu.

Metronidazol ¢é thé anh hudmg 1n cic chi sé xét nghiém (AST, ALT, LDH, triglycerid.
elucose hexokinase, bach ciu).

Tac dyng khing moeng muon.
Cac tac dung khéng mong mubn sau diy cé thé xudt hién trong khi didu tri viem nhidm khu
trit bang metronidazol;
» Cén tham vén bac s§: ’
Phé bién (6-15%): viém ¢b tu cung hodc viém am dao do nam (ngwra trong am dao, dau khi
guan hé tinh duc, khi hu tréng day, khOng mui hode mui nhe)
Khong phd bién: quan thét bung hodic dau bung (3,4%), ddi twong nam bi rat hoac kich img
duong vat, dau rat khi di tiéu hode di tiéu thuong xuyén. viém am ho (ngia, dau rat hode do
trong dudng smh duc).
e Cin tham vén khi tac dung Khong mong mudn dai dan&z khong da:
Khéng pho bién: loan vj giac bao gom c6 vi kim loat, roi loan hé thén kinh trung womg {chong
mét hodc choang vang. dau dau). kho miéng. tua ludi, r&i loan hé tiéu hoa (ia chay, budn ndn
hodc ndn), giam thém an. ~
o Khéng can tham vén bac s¥: (9-'
Khong phd bién: tiéu dam mau. A
e Cantham van béc s¥ néu phan Ung nay xudt hién sau khi nglmg dung metronidazol:
Viém dm ho do ndm (ngua trong am dao hodc bd phan sinh duc ngoai, dau khi quan hé, khi
b tring day. ki héng mui hodc co mui nhe), N
Truomg hop hiém, sau khi dung metronidazol toan than: ton thuong da (ban), may day, hdng £
ban da dang, pht mach, co gidt, bénh ly thin kinh ngoal bien da duoe quan sat thay, cic phan
ung nay cing ¢ thé xuit hién sau khi dat 4m dao. Rét hiém khi gay bénh nio, hoi Chll'l’li, tiéu
nao ban cap (nhu mét diéu hoa. chimg loan cin ngdn. ding di bét thuomg, chitng gidt céu mat
run, giam p}101 hop van dong) va déc tinh trén tai. Néu cac trigu chimg than kinh phat trién Y
nén dimg didu tri. Cdc trigu chimg nang ¢6 thé doi héi tham van béc s§ ngay lap toe, /

Théng bao cho bac si tac dung khong mong muén gap phai khi sie dung.

Twong tac voi thude khie va cae dang twong tac khie: ONC
Metronidazol khi su dung cung thude chéng déng, dan xudt coumarin s kéo dai thoi gian EN
prothrombin. A N

Céc thude kich hoat hé théng cnzym microsom ¢ gan, nhu phenytoin va phenobarbital lam
ting thai trer metronidazol, dan ¢ giam nong dé huyét tuong cta thube nay, trong khi céic
thudce giam hoat déng enzym gan (nhu cimetidin} 6 thé kéo dai nira ddi cua metronidazol.
Metronidazo! tang nong dd lithium huyét twong va ting doc tinh cua chit nay. Néu viée dung
thude dong thoi véi cde ché phdm chia chdt nay 13 cdn thiéy, ndng d6 lithium va ndng do
creatinin huyét thanh cén duoe didu chinh trong qua trinh diéu tri.

Metronidazol cé thé tang doc tinh cua ¢bn. Ding con trong khi diéu tri metronidazol ¢é thé
gdy cdc tac dung khdng mong mudn nhu néng bimg, dd md hoi. nhite dau, budn ndn. ndn. dau
thugng vi.

Ding déng thei metronidazol va disultfiram doi khi ¢o thé gay loan tdm thin va mét phurong
huong. Khong duge dicu ti banp metronidazol som hon 2 tudn sau khi ngimg didu
disulfiram.

Metronidazol ¢o thé wong tac vai busulfan,

Metronidazol thugc nhom cic chat ue ché cyvtochrom 450 3A4 (CYP 3A4). va do do co thé
lam giam chuyén hoa cac thude duoc chuyén hoa qua enzym nay.

Phy ni mang thai ¢ho con ba:

tad
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Phu nir mang thai:

Khéng co nghién ciru kiém soat ndo vé viée sir dung metronidazol & phu nir mang thai.
Metronidazol qua dugc hang rao nhau thai.

Metronidazol chéng chi dinh o ‘phu nir mang thai 3 thang dau. Trong 3 thang gitta va 3 thang
cudi thai ky. chi nén dung thude néu loi ich cho ba me vugt qua nguy co tic dung phu wén
thai nhi.

Phu nit cho con bu:

Metronidazol bai tiét qua sira me, dat duge nong do gan bang nong do trong huyét twong.
Khong dung thude nay khi dang cho con bi. Tuy nhién néu can thiét phai diéu tri, nén dimg
cho con bu.

Anh hwdng 1én kha ning lai xe hay vin hanh miy méc:
Khong c6 théng tin chong chi dinh thudc khi lai xe hay van hanh may moc, tuy nhién nén
than trong.

Qua licu:

Liéu gay chet ngudi ctia metronidazol chua duoc biét rd. Trong mot vai trudng hop riéng biét.
sau khi udng metronidazol liéu 6-10.4 ¢ dung cach ngay trong 5-7 ngay, cac triéu chung doc
trén than kinh, bao gdm co giat va bénh ly than kinh ngoai bién da dugce quan sat thy.

Sau khi dung liéu don 15 g metronidazol, buén non. ndn mura va mat diéu hoa da duoe bao
céo.

Diéu tri;

Trong trudmg hop bi qua liéu. nén tién hanh diéu tri tridu chimg va diéu trj hd tro.

Quy cach dong goi: (D']
Vi AI/PVC trong hdp cac tong.
Hop 1 vix 10 vién.

Bdo quan:
Bao quan duéi 30°C. Tranh anh sang. Bao quan ¢ noi khd rdo, thoang mat.

Han dung:
24 thang.

Ti¢u chuan:
Nha san xuat.

Nha sin xuit:
Pharmaceutical Works Polpharma S.A.

Dia chi: 83-200 Starogard Gdanski. 19 Pelplinska Street, Ba Lan \
TUQ. CUC TRUGNG \

Ngay: 11.04.2016 PTRU(’JNG PHONG ;J g
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